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Baseline Characteristics Module

Results Database Train-the-Trainer Workshop
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http://ClinicalTrials.gov

FDAAA - Baseline Measures

“A table of the demographic and baseline 
data collected overall and for each arm of the 
clinical trial…”

[Sec. 282(j)(3)(C)(i)]
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FDAAA = Food and Drug Administration Amendments Act of 2007
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Description of Baseline 
Characteristics Module
• Table of demographic and baseline data for the 

entire trial population and for each arm or 
comparison group

• Accommodates different data types:
– Continuous: measure of central tendency (e.g., 

mean) and measure of dispersion (e.g., standard 
deviation)

– Categorical: for each category - (1) a count or (2) 
measure of central tendency and measure of 
dispersion

3

“Table 1” Journal Article Format
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Pappas PG, Chetchotisakd P, Larsen RA et al. Clin Infect Dis. 2009

© 2009 Infectious Diseases 
Society of America
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ClinicalTrials.gov Format

5NCT00145249

“Default” Required Measures

ClinicalTrials.gov Format
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User-Specified Baseline Measures
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Baseline Characteristics Template 
Age
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Baseline Characteristics Template 
Study Specific Measure
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Best Practices

• Minimum requirements
– Age and Gender

• Region of Enrollment

• Other relevant demographic characteristics 

• Clinical measures relevant to study, such as
– Clinical characteristics, including baseline 

values of outcome measures

– Prior and concurrent treatment characteristics
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Baseline Characteristics 
Tutorial
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Post Baseline Characteristics
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Baseline Overview
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Edit Baseline Measure
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Delete Baseline Measure
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Baseline Overview
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Baseline Measure
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Edit Baseline Measure Data
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Baseline Measure
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Baseline Overview
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Add Baseline Measure
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Baseline Measure
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Add Baseline Measure Category
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Baseline Measure
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Add Baseline Measure Category
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Baseline Measure
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Edit Baseline Measure Data
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Baseline Measure
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Baseline Overview
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Enter Baseline Characteristics

• Example Study Designs
– Crossover

– Dose Escalation

– Factorial

– Multiple Period
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Additional Issues

• More than one Period (or time point) is considered 
“baseline”
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